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DETAILED ACTION 



Amendment Entry 

1 . Applicant's amendment and response filed on July 14, 2006 is acknowledged 
and has been entered. Claims 1-5 have been amended. Claims 6-1 1 have been 
cancelled. Claims 12-41 have been added. Addition of claims 12-41 incorporates 
herein, a method of making the claimed composition. Accordingly, claims 1-5 and 12- 
41 are pending and are under examination. 

Rejections Withdrawn 

2. All rejections not reiterated herein have been withdrawn. 

3. The rejections of claims 6 and 9-1 1 are now moot in light of Applicant's 
cancellation of the claims. 

4. In light of Applicant's amendment, the rejection of claims 1-5 under 35 U.S.C. 
112, first paragraph, as not being enabled, is hereby, withdrawn. 

5. In light of Applicant's amendment, the rejection of claims 1-5 under 35 U.S.C. 
112, first paragraph, as failing to comply with the written description requirement, is 
hereby, withdrawn. 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 



The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 



Application/Control Number: 09/226,597 Page 3 

Art Unit: 1641 

6. Claims 1-5, 12-17, 23. and 35-41 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite forfaiting to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claim 1 preamble is indefinite in failing to recite what is intended purpose for the 
claimed method steps provided in the body of the claim, since the resulting claim does 
not clearly set forth the metes and bounds of the patent protection desired. 

Claim 1 is vague and indefinite in reciting, "feeding an animal food and ... anti- 
lipase antibody" because it is unclear as to whether the food and the anti-lipase 
antibody are in a formed mixture of food; or are the two elements intended to be fed to 
the animal separately, as recited. 

Claim 3 is confusing in relation to claim 1 from which it depends because claim 1 
appears to recite a "method of using [a composition]" claim such as for feeding an 
animal, whereas the instant claim recites "storing" the composition in a particular state, 
i.e. wet state or freeze dried, which appears to be encompassed in a "method of 
forming" claim. Accordingly, it is unclear what structural and functional cooperative 
relationship exists between the elements of the instant claim and those of claim 1 from 
which it depends. 

Claim 12 is also confusing in relation to claim 1 from which it depends. Same 
analogous comments and problems in claim 3 apply to claim 12, 

Claim 17 lacks clear antecedent basis problem in reciting, "said liposome- 
encapsulated avian anti-lipase antibody". 
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Claim 23 is objected to as being a duplicate of claim 18. 

Claim 35 is indefinite in reciting, "new" because the term "new" is a subjective 
term that lacks a comparative basis for defining its metes and bounds in relation to the 
set of claims. 

Claim 35 is indefinite in reciting, "a solution" in step 1 of the claim and "a new 
solution" in step 2 of the claim because a same term "solution" is used to reference two 
different elements in the claim; hence, rendering the claim confusing. Perhaps 
Applicant intends, "the resulting mixture" or similar language, instead of "a new solution" 
to refer to the second occurrence of the term "solution". 

Claim 36 is also indefinite as in claim 35 from which it depends in reciting, "a new 
solution". Same analogous comments and problems in claim 35 apply to claim 36, 

Claim 37 is also indefinite as in claim 35 from which it depends in reciting, "a new 
solution". Same analogous comments and problems in claim 37 apply to claim 35. 

Claim 38 is indefinite in reciting, "new" because the term "new" is a subjective 
term that lacks a comparative basis for defining its metes and bounds in relation to the 
set of claims. 

Claim 38 is indefinite in reciting, "a solution" in step 1 of the claim and "a new 
solution" in step 2 of the claim because a same term "solution" is used to reference two 
different elements in the claim; hence, rendering the claim confusing. Perhaps 
Applicant intends, "the resulting mixture" or similar language, instead of "a new solution" 
to refer to the second occurrence of the term "solution". 
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Claim 39 is also indefinite as in claim 38 from which it depends in reciting, "a new 
solution". Same analogous comments and problems in claim 38 apply to claim 39. 

Claim 40 is also indefinite as in claim 1 from which it depends in reciting, "a new 
solution". Same analogous comments and problems in claim 38 apply to claim 40. 

Claim 41 is confusing in relation to claim 38 from which it depends because claim 
38 appears to recites a "composition formed by a process" claim, whereas the instant 
claim recites "feeding said composition to an animal", which appears to be 
encompassed in a "method of using" claim. Accordingly, it is unclear what structural 
and functional cooperative relationship exists between the elements of the instant claim 
and those of claim 38 from which it depends. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

7. Claims 1-5 and 12-41 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Cook et al. (US Patent 5,919,451) in view of Drent et al. (Lipase inhibition: a novel 
concept in the treatment of obesity, International Journal of Obesity 17: 241-244 (1993)) 
and in further view of LeClercq et al. (Metabolism of very low density lipoproteins in 
genetically lean or fat lines of chicken, Reproduction, Nutrition, Development, 30 (6): 
701-715(1990)). 

Cook et al. provide a method for improving the growth of an animal and 
improving efficiency of the animal to convert its feed into desirable lean body tissue. 
Cook et al. specifically disclose feeding to the animal a food composition comprising a 
liposome-encapsulated immunoglobulin or antibody that helps protect the animal from 
disease and/or antigens that can affect the animal's growth and physiology (see column 
1 , lines 18-23 and column 2, lines 1- 6). The antibodies used in this invention are those 
that can alter physiological processes that adversely affect growth and feed efficiency or 
they can be antibodies that provide protection against diseases or against specific 
endogenous regulators of food intake or gastrointestinal mobility, i.e. lipase (see column 
3, lines 5-14). The food composition is made by foming a nutrient mixture and then 
depositing the liposome-encapsulated antibody into the pellet core (see column 2, lines 
12-21). The antibodies may be provided in solution, in an aqueous or lipid carrier, i.e. 
liposome-encapsulation, and may also be directly applied to the pellet core without a 
carrier (freeze-dried) such as a powder. The antibodies are, however, preferably 
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encapsulated in liposome. The antibodies are avian, i.e. obtained from egg of a hen 
which has been injected with antigen that results to the production of its corresponding 
antibodies (see column 2, lines 22-46). The food protein and carbohydrate may also 
include vitamins and dietary lipid (column 2, lines 54-67 and column 4, lines 1-19). 
Specifically, the food composition containing the avian antibodies is fed to the animals 
in an amount effective to passively immunize the animal or othen/vise enhance the 
efficiency of feed conversion by the animal (column 1 , lines 41-52 and column 3, lines 
1-4). Cook et al.'s food composition and method are prepared as animal feed for use in 
either mammals (pets), or avians such as ducks, chickens, and turkeys (see column 6). 

Cook et al. differ from the claimed invention in failing to teach that the antibodies 
are anti-lipase antibodies, or antibodies directed against lipase antigen. 

□rent et al. teach that lipase inhibition is a novel concept in the treatment of 
obesity. Specifically, Drent et al. teach that by inhibiting gastric and pancreatic lipase, 
absorption of dietary fat is reduced due to inhibition of triglyceride hydrolysis. Drent et 
al. tested and confirmed the concept using oral administration of the compound, Orlistat, 
which is an inhibitor of gastric, carboxylester and pancreatic lipase and which has 
served useful in weight reduction in humans because of its inhibitional effect on 
gastrointestinal lipases (see Abstract, page 241 and page 243, column 2). 

Leclercq et al. teach using anti-lipoprotein lipase antibodies to completely inhibit 
lipoprotein lipase in fat lines and lean lines of chickens (see page 703, column 2 to page 
704, column 1). At page 705, column 2 to page 706 and page 709, column 2 to page 
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71 1 , LeClercq confirmed that anti-lipoprotein antibodies are able to inhibit lipoprotein 
lipase activity, and conclude that difference in fatness is not due to difference in feed 
intake but to metabolic deviations depending on hormonal control. 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to incorporate the teaching of Drent of oral administration of Orlistat as 
modified by the teaching of LeClercq of the similar effect by anti-lipase antibodies as 
Orlistat, into the method as taught by Cook of feeding to animals antibodies that are 
incorporated into food composition, that are directed against antigen inhibitors and 
regulators of metabolism in order to effect inhibition or regulation of that particular 
antigen in the animal because anti-lipase antibodies as taught by LeClercq is seen to 
effect inhibition of lipase activity as does Drent in teaching use of Orlistat to inhibit same 
for purposes of weight loss. 

Cook et al., LeClercq et al., and Drent et al. do not disclose that the composition 
contains 25 to 1000 mg of liposome encapsulated anti-lipase antibodies per kilogram of 
the animal food, as recited in claims 14, 15, 17, and 22. 

Cook et al, specifically disclose administering a safe and effective amount of 
antibody that would help protect the animal from disease or other antigens that can 
adversely affect animal's growth or the efficiency of the animal to convert feed into 
desirable body tissue. Therefore, the amount of liposome-encapsulated anti-lipase 
antibody contained in a food composition should be a safe and effective quantity. 
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Such ranges of antibody concentrations in food composition, are rendered as 
result effective variables, which the prior art references have shown may be altered in 
order to achieve optimum results. It has long been settled to be no more than routine 
experimentation for one of ordinary skill in the art to discover an optimum value of a 
result effective variable. "[W]here the general conditions of a claim are disclosed in the 
prior art, it is not inventive to discover the optimum of workable ranges by routine 
experimentation." Application of Aller, 220 F.2d 454, 456. 105 USPQ 233.235-236 
(C.C.P.A. 1955). "No invention is involved in discovering optimum ranges of a process 
by routine experimentation." Id. at 458, 105 USPQ at 236-237. The "discovery of an 
optimum value of a result effective variable in a known process is ordinarily within the 
skill of the art." Application of Boesch. 617 F.2d 272. 276, 205 USPQ 215.218-219 
(C.C.P.A. 1980). Since Applicant has not disclosed that the specific limitations recited 
in claims 14, 15, 17. and 22 are for any particular purpose or solve any stated problem 
and the prior art teaches that effective concentrations of antibodies or compounds used 
may vary according to the animals being fed and/or their characteristics, absent 
unexpected results, it would have been obvious for one of ordinary skill to discover the 
safe and effective amounts of antibodies and compounds used for the composition and 
method disclosed by the prior art by normal optimization procedures. 

Response to Arguments 

8. Applicant's amendment filed July 14, 2006 necessitated the new grounds of 
rejection presented in this Office Action. Submission of the amendment was not 
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accompanied by arguments to prior Office Action rejections, as Applicant's amendment 
mooted the' written description and enablement rejections. 

9. No claims are allowed. 

10. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gailene R. Gabel whose telephone number is (571) 
272-0820. The examiner can normally be reached on Monday, Tuesday, and Thursday, 
7:00 AM to 4:30 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long V. Le can be reached on (571) 272-0823. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only, 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would Ijke assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Gailene R. Gabel 
Patent Examiner 
Art Unit 1641 
September 21, 2006 




